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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 7-67 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 1-67 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)S The drawing(s) filed on 23 January 2004 is/are: a)|^ accepted or b)D objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) I3 Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date 10/29/2004 . 6) □ Other: . 
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DETAILED ACTION 
Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-67 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The independent claims require at least one agent 
in its salt form, however, the lists recited in the dependent claims recite drugs which are 
not salts, such as captopril, propanolol, etc. Further, claim 44 recites a "method of 
providing an agent having a particular solubility, about 10 mg/ml or less. However, the 
preamble requires the method to be the providing of a highly soluble agent. This is 
inconsistent and applicant must reconcile the body of the claim with the preamble. 
Claims 13-16, 37-39, 57-60 are further indefinite because the concentrations recited are 
dependent primarily upon the implant site of the device. Claim 67 is further vague and 
indefinite in view that it depends upon claims 62 or 63 instead of claims 65 or 66. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1, 5, 6, 11, 13-16, 23, 24, 29, 30, 35, 37-39, 43, 44, 49, 50, 55, 57-60, 64, 
65, 67 are rejected under 35 U.S.C. 102(b) as being clearly anticipated by Smith et al., 
US 5,378,475. Smith discloses the claimed invention. The abstract discloses the basic 
concept of the inner core or reservoir comprising the agent, the first coating layer, 
second coating layer, etc. The Smith reservoir 5 anticipates the claimed inner core, and 
various polymer skins are provided thereover. Regarding the particular drugs and 
solubilities, see, for example, column 11, lines 11+. Ganciclovir (GCV) is provided in 
an exemplified intraocular device. GCV is known to have a solubility of 4.3 mg/ml. In 
column 6, lines 18-25, the salt forms of drugs are expressly disclosed. Claims 13-16 
are inherently anticipated in view that the amount of agent surrounding the outside of 
the outer polymer skin is a function of the environment surrounding the device. 

Claims 1, 3, 44, 47 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Chen et al., US 5,902,598. Note the figures disclosing the various 
coatings and the compositions thereof in columns 7 and 8. 

Claims 1, 2, 9. 20, 24, 25, 26, 27, 44, 45,46, 49, 50, 65, 66 are rejected under 35 
U.S.C. 102(b) as being clearly anticipated by Guo et al., US 6,375,972. Note drug 
matrix 1 14, the express disclosure of the agent in salt form (column 12, lines 48+), 
impermeable outer layer 210. Regarding claim 8, Guo discloses the generic matrix 
system in the background, column 2, lines 9+. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 21 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Guo '972. Guo figure 1 discloses outer layer 210 comprising more than 75% of the 
surface. Modifying the configuration of layer 210 is an obvious design choice yielding 
the predictable result of increasing or decreasing delivery rates. 

Claims 4, 7, 8, 10, 17, 18, 19, 28, 31-34, 40, 41, 42, 48, 51-54, 61, 62, 63 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over Guo '972. The claimed 
polymers and their properties are conventional in the art and would be obvious to 
incorporate into the Guo device. 

Claims 12, 36 and 56 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Smith '475. Smith discloses, for example gelatin as a bioerodible polymer. The 
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claimed polymers and their properties are conventional in the art and would be obvious 
to incorporate into the Guo device. 



The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Applicant's various combinations of polymers, matrixes, 
bioerodible, non-bioerodible, etc., constitute various independent species as evidenced 
by the prior art and restriction is likely if examination continues to be burdensome. 
There appear to be about 20 distinct species disclosed and claimed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon E. Kennedy whose telephone number is 
571/272-4948. The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on 571/272-8373. 



Conclusion 
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